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Ceptudikar akocti N2 040000111511

Tpiom6pact®, po3uuH ana iH’eKkuiii 76% no 20 mn B amnyni, no 5 amnyn y 6nicrepi, no 1

6nicrepy y nauui

1MN 76% PO3YUHY MICTUTb JIATPU30EBOT KUCNOTW AWTIAPATY Y MEPEPAXYBAHHI HA 100% BE3BOAHY PEYOBUHY
597, 3MI": MEFTIIOMIHY (N-METUNTTIOKAMIHY) Y NEPEPAXYBAHHI HA 100% CYXY PEYOBUHY 159MI

Homep cepif; ' 61123 KpaiHa oTpuMyBau. YKpaiHa
Kinbkicte npoayKuir: 22.045 Tuc.amn. Ne PeecTtp. NOCBigHEHHA. UA/3439/01/02
Aata BupobHuLTBa: 11.2023 Tepmin Bii peecTp. NocBiAYeHHA. HeobmeXeHuY

AHanis BukoHaHuii mo:  MKS J13 go PN NeUA/3439/01/02, amiku sin 21.04.2021 p.

HalimeHyBaHHA NOKa3HUKIB Bumorun AHO(cneyudikauyii)

PesynbTaTii BUNpoOyBaHb

Oonuc | Npo3opa 6e3bapeHa abo CBITNO-XOBTOMO KOMbOPY
3nerka B'A3Ka piguHa
lneHTUdiKauin
noguau AkicHa peakuin
niaTpU30€EBa KUCNOTa YnbTpadioneToBui cnekTp NOrNWHAHHA OfepP»KaHoro
po3uuHy B obnacti Big 220 Hm po 300 HM NoBUHeEH

MaTit MaKcUMyM 3a JOBXUHK XBuni (23712) HM

MernomMiH Mpenapat obepTac NNoLMHY NONAPN30BAHOro
CBiTNa BIIBO
niaTpusoeEBa KUcnoTa Ha xpomaTtorpami BunpodboByBaHOro po3ynHy Mae

BUABNATUCA NNAMA Ha PiBHI NAAMW Ha

XpoMaTorpami po3ynHy NopiBHAHHA

po3opicTb Mae 6yTu nposopum
KONBLOPOBICTb OrTuuHa ryctuHa npenapaty mae 6yTu He binblue
0,15 -
AP \ ; : G 7 QP\‘HA *
MexaHiuHi BKIitoUeHHA: BUAUMI [pakTUyHO BiNbHWI BIA HaCKIY vopmj Y.
»
YaCTKY

MeXxaHiUHi BKNIYeHHA: HeBNUANMI HaCcTKN

YacTok 3 po3mipom 10 mMKM | He 6inbwe 6000 B amnyy .

Oinble \

YacToK 3 po3mMipoM 25 MKM | He 6inbwe 600 B amnyni

binblie

pH Bin 6,500 7,7

Nop i HeopraHiuHi hogugw
nof TonyonbHuiA Wap He mae byTu 3abapBreHUM.
noguan He 6inble 0,02 % B nepepaxysaHHi Ha

AiaTPU30EBYIO KUCNOTY

Bianoeinae

Bipnosigae

237 HM

Bigpnosigae

Bignosigae

Bignosigae

0,08

Bigriogigae

533,33

257,33
7,4

Bignogigae

Binnosinae
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AMiHW apomaTUYHi NepBUHHI He 6inbwe 0,05 % B nepepaxysaHHi Ha

BiaTPU30ERY KUCNOTY Binnosipae
06 eM, 1110 BUTAFAETHCA He meHwe 20 mn Bignosinae
CTepUnbHICTL Mae 6yt cTepunbHUM Bignosigae
bakrepianbHi eHAOTOKCUHN [paHWuYHa KoHLUeHTpauis bakTepianbHKX

eHOOTOKCUHIB He Mae nepesuitysatn 1 MO B 1 mn Bignoginae

KinbKicHe BN3HAaUYeHHA

niaTpPU30€EBa KNCNOTa Bin 567 mr go 627 mr 8 1 mn npenapaty 607 mr/mn

noa Big 352 mr no 389 mr 1 mn npenaparty 376 mr/mn

MErntoMiH Bin 143 mr go 175 mr 8 1 mn npenapary 164 mrimn

nuHaTpito egeTtaT Big 0,108 mr go 0,132 mr 8 1 mn npenapaty 0,118 mr/mn
YnakoBKa Mae signosigaTi BUMOram Bignosigae
MapKyBaHHA Mae signosigatv Bumoram Bianosigae
TepMiH NPUAATHOCTI: 3 poKu o 11.2026

Ymobu z6epiranna: 36epiraTi B opuriHanbHiv ynakosLi npu Temnepatypl He Bullle 25 °C. He 3amopoxysaTn. pu 36epiraHHi
npenapaTy MOX1BE BUNafaHHA KpUCTaniB. Y Takux BUNagKax amnyny Heo6XigHO HarpiTKh Ha KUNNAYIN
BOAAHIY BaHi. AKLWO KPUCTan 3HUKHYTb | PO34KH CTaHe Npo3opuMm, a nNpu oxonofpkeHHi go 33 -36 °C

KpWCTanu He BUNaayTb 3HOBY, PO3UUH NPUAATHWIA A0 3aCTOCYBaHHA

KomeHTapi:

3anasa nNpo ceprtudikayito:

Lvm 8 3aceiguyio, WO BUUEBKasaHa iHGOPMaLA € JOCTOBIPHO | TOYHOLO. Liio cepito npoayKuii 6yno supobneHo (BkrtoHaloHy
yriakoBKy/MapKyBaHH#A) Ta NPOBeAEHNIA KOHTPONb 1T AKOCTI Ha HUKUEBKa3aHil ginbHULi B NoBHi BignosigHocTi go sumor GMP,
BCTaHOBNEHUX MicLieBUM perynaTopHuM opraHom, a TakoX Y BianosigHoCTi i3 cneuudikayiamu, AKI 3HaXOAATLCA Y peecTpalivHoMy
nocbe/Toprosol nitieHsii. Mpotokonu BUPOOGHMUTBA, NaKkyBaHHA Ta aHanizie 6ynu nepesipeHi Ta BCTaHOBNEHA BIANOBIAHICTL GMP.

: . .\ |

[losBoneHo Ao peanisayii / A0 BiABaHTaXKeHHA

YriosHOBaXeHa ocoba - HauanoHuk sigpiny BCraBll NanTyx 10.M, 05.12.2023

Bupo6Huua finbHUuA:

YKPAIHA, 04080 m. Kuis-80, Byn. Knpuniscbka, 74; Jliyensia Ha BupobHMLTBO AE Ne 637430 BiA 07.04.2015;
CepTtudikat GMP/EAEU/BY/0045-2021 Bin 25.02.2021: Ceprudikat GMP Ne084/2023/GMP sin 09.10.2023;

UP/1-530-10/21-03/13 Big 28.10.2021

KonTponb AKOCTI Ta BUAava fo3BOJy Ha peanisauyilo:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CeifolTs0o Npo atectauio Ne 390 Big 22.01 s
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